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Box No. V Reasoned statement underRule 43bis.l(a)(i) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Industrial applicability <IA) cudm j-7 



2. Citations and explanations: 

Document l:WO 2005/039542 Al (Yamanouchi Pharmaceutical Co., Ltd.), 06 May 2005 

Document 2:WO 02/096392 Al (CMA LABS INC.), 05 December 2002 

Document 3: JP 2000-514830 A (Pfizer Pharmaceuticals Inc.), 07 November 2000 

Document 4: JP 2004-26675 A (Lion Corp.), 29 January 2004 

Document 5: JP 6-219939 A (McNeil-PPC, Inc.), 09 August 1994 

Document 6: JP 6-316536 A (McNeil-PPC, Inc.), 15 November 1994 

Document 7: JP 2002-272817 A (McNeil-PPC, Inc.), 24 September 2002 

<Claims l-7> 

The inventions of claims 1-7 are not disclosed in any of the documents cited in the 
ISR and appear to possess novelty and involve an inventive step. 

In particular, none of documents 1-7, which are the most relevant prior art 
documents, discloses that an intrabuccally disintegrating preparation that contains drag- 
containing coated fine particles having an average particle size of no more than 350 um 
coating with a coating film comprising drug-containing fine particles containing a 
homogenously-mixed drug and polyethyleneglycol coated with water-soluble polymer, 
further comprising (1) a pH-independent water-insoluble polymer comprising at least 60% 
and less than 79% of the coating film and (2) hydroxypropyl cellulose comprising more than 
21% and no more than 40% of the coating film, enables adequate suppression of an 
unpleasant taste in the mouth and rapid elution in the gastrointestinal tract. 
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